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§438.602

§§438.604, 438.606, 438.608 and 438.610, as
applicable.

(c) Applicability. States will not be
held out compliance with the following
requirements of this subpart prior to
the dates noted below so long as they
comply with the corresponding stand-
ard(s) in 42 CFR part 438 contained in
the CFR, parts 430 to 481, edition re-
vised as of October 1, 2015:

(1) States must comply with
§§438.602(a), 438.602(c) through (h),
438.604, 438.606, 438.608(a), and 438.608(c)
and (d), no later than the rating period
for contracts starting on or after July
1, 2017.

(2) States must comply with
§438.602(b) and §438.608(b) no later than
the rating period for contracts begin-
ning on or after July 1, 2018.

§438.602 State responsibilities.

(a) Monitoring contractor compliance.
Consistent with §438.66, the State must
monitor the MCO’s, PIHP’s, PAHP’s,
PCCM’s or PCCM entity’s compliance,
as applicable, with §§438.604, 438.606,
438.608, 438.610, 438.230, and 438.808.

(b) Screening and enrollment and re-
validation of providers. (1) The State
must screen and enroll, and periodi-
cally revalidate, all network providers
of MCOs, PIHPs, and PAHPs, in accord-
ance with the requirements of part 455,
subparts B and E of this chapter. This
requirement extends to PCCMs and
PCCM entities to the extent the pri-
mary care case manager is not other-
wise enrolled with the State to provide
services to FFS beneficiaries. This pro-
vision does not require the network
provider to render services to FFS
beneficiaries.

(2) MCOs, PIHPs, and PAHPs may
execute network provider agreements
pending the outcome of the process in
paragraph (b)(1) of this section of up to
120 days, but must terminate a network
provider immediately upon notifica-
tion from the State that the network
provider cannot be enrolled, or the ex-
piration of one 120 day period without
enrollment of the provider, and notify
affected enrollees.

(c) Ownership and control information.
The State must review the ownership
and control disclosures submitted by
the MCO, PIHP, PAHP, PCCM or PCCM
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entity, and any subcontractors as re-
quired in §438.608(c).

(d) Federal database checks. Con-
sistent with the requirements at
§455.436 of this chapter, the State must
confirm the identity and determine the
exclusion status of the MCO, PIHP,
PAHP, PCCM or PCCM entity, any sub-
contractor, as well as any person with
an ownership or control interest, or
who is an agent or managing employee
of the MCO, PIHP, PAHP, PCCM or
PCCM entity through routine checks of
Federal databases. This includes the
Social Security Administration’s
Death Master File, the National Plan
and Provider Enumeration System
(NPPES), the List of Excluded Individ-
uals/Entities (LEIE), the System for
Award Management (SAM), and any
other databases as the State or Sec-
retary may prescribe. These databases
must be consulted upon contracting
and no less frequently than monthly
thereafter. If the State finds a party
that is excluded, it must promptly no-
tify the MCO, PIHP, PAHP, PCCM, or
PCCM entity and take action con-
sistent with §438.610(c).

(e) Periodic audits. The State must pe-
riodically, but no less frequently than
once every 3 years, conduct, or con-
tract for the conduct of, an inde-
pendent audit of the accuracy, truth-
fulness, and completeness of the en-
counter and financial data submitted
by, or on behalf of, each MCO, PIHP or
PAHP.

(f) Whistleblowers. The State must re-
ceive and investigate information from
whistleblowers relating to the integ-
rity of the MCO, PIHP, PAHP, PCCM,
or PCCM entity, subcontractors, or
network providers receiving Federal
funds under this part.

(g) Transparency. The State must
post on its Web site, as required in
§438.10(c)(3), the following documents
and reports:

(1) The MCO, PIHP, PAHP, or PCCM
entity contract.

(2) The data at §438.604(a)(5).

(3) The name and title of individuals
included in §438.604(a)(6).

(4) The results of any audits under
paragraph (e) of this section.

(h) Contracting integrity. The State
must have in place conflict of interest
safeguards described in §438.58 and
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must comply with the requirement de-
scribed in section 1902(a)(4)(C) of the
Act applicable to contracting officers,
employees, or independent contractors.

(i) Entities located outside of the U.S.
The State must ensure that the MCO,
PIHP, PAHP, PCCM, or PCCM entity
with which the State contracts under
this part is not located outside of the
United States and that no claims paid
by an MCO, PIHP, or PAHP to a net-
work provider, out-of-network pro-
vider, subcontractor or financial insti-
tution located outside of the U.S. are
considered in the development of actu-
arially sound capitation rates.

§438.604 Data, information, and docu-
mentation that must be submitted.

(a) Specified data, information, and
documentation. The State must require
any MCO, PIHP, PAHP, PCCM or
PCCM entity to submit to the State
the following data:

(1) Encounter data in the form and
manner described in §438.818.

(2) Data on the basis of which the
State certifies the actuarial soundness
of capitation rates to an MCO, PIHP or
PAHP under §438.3, including base data
described in §438.5(c) that is generated
by the MCO, PIHP or PAHP.

(3) Data on the basis of which the
State determines the compliance of the
MCO, PIHP, or PAHP with the medical
loss ratio requirement described in
§438.8.

(4) Data on the basis of which the
State determines that the MCO, PIHP
or PAHP has made adequate provision
against the risk of insolvency as re-
quired under §438.116.

(6) Documentation described in
§438.207(b) on which the State bases its
certification that the MCO, PIHP or
PAHP has complied with the State’s
requirements for availability and ac-
cessibility of services, including the
adequacy of the provider network, as
set forth in §438.206.

(6) Information on ownership and
control described in §455.104 of this
chapter from MCOs, PIHPs, PAHPs,
PCCMs, PCCM entities, and sub-
contractors as governed by §438.230.

(7) The annual report of overpayment
recoveries as required in §438.608(d)(3).

(b) Additional data, documentation, or
information. In addition to the data,

§438.608

documentation, or information speci-
fied in paragraph (a) of this section, an
MCO, PIHP, PAHP, PCCM or PCCM en-
tity must submit any other data, docu-
mentation, or information relating to
the performance of the entity’s obliga-
tions under this part required by the
State or the Secretary.

§438.606 Source, content, and timing
of certification.

(a) Source of certification. For the
data, documentation, or information
specified in §438.604, the State must re-
quire that the data, documentation or
information the MCO, PIHP, PAHP,
PCCM or PCCM entity submits to the
State be certified by either the MCO’s,
PIHP’s, PAHP’s, PCCM’s, or PCCM en-
tity’s Chief Executive Officer; Chief Fi-
nancial Officer; or an individual who
reports directly to the Chief Executive
Officer or Chief Financial Officer with
delegated authority to sign for the
Chief Executive Officer or Chief Finan-
cial Officer so that the Chief Executive
Officer or Chief Financial Officer is ul-
timately responsible for the certifi-
cation.

(b) Content of certification. The certifi-
cation provided by the individual in
paragraph (a) of this section must at-
test that, based on best information,
knowledge, and belief, the data, docu-
mentation, and information specified
in §438.604 is accurate, complete, and
truthful.

(c) Timing of certification. The State
must require the MCO, PIHP, PAHP,
PCCM, or PCCM entity to submit the
certification concurrently with the
submission of the data, documentation,
or information required in §438.604(a)
and (b).

§438.608 Program integrity require-
ments under the contract.

(a) Administrative and management ar-
rangements or procedures to detect and
prevent fraud, waste and abuse. The
State, through its contract with the
MCO, PIHP or PAHP, must require
that the MCO, PIHP, or PAHP, or sub-
contractor to the extent that the sub-
contractor is delegated responsibility
by the MCO, PIHP, or PAHP for cov-
erage of services and payment of
claims under the contract between the
State and the MCO, PIHP, or PAHP,
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